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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on July 28, 

2008 has been entered. 

Claims 6-1 1 are pending in the application. Claims 6, 7, 8, 10 and 1 1 have been 
amended. 

Election/Restrictions 

Applicant's election with traverse of Group II, claim 7, in the reply filed on May 14, 

2009 is acknowledged. The traversal is on the ground(s) that the search and 
examination would not impose a serious burden on the examiner and that claim 8 is a 
linking claim to all the restriction groups. This is not found persuasive because as cited 
in the restriction requirement issued March 18, 2009, the inventions are related 
processes, however, each has a different design. Each invention uses a different agent 
to reduce stearoyl-CoA desaturase 1 (SCD1). The agents, polyunsaturated fatty acids, 
antisense oligonucleotide, agents that inhibit enzymatic activity of SCD1 , are classified 
in different classes, have different structures and features which would require an 
extensive search of the prior art, as such the restriction is proper for the reasons 
previously cited. Claim 8 is not a linking claim of each of the restriction groups. Claims 
10 and 1 1 are dependent on claim 8, thus linking the claims. Claim 8 independently is a 
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separate invention that has a different design from the inventions of groups I and II. The 
agent is any agent that reduces SCD1 activity by inhibiting enzymatic activity of SCD1 . 
The number of agents that can be used in the invention of claim 8 are varied. The 
agents are classified in different classes, have different structures and features which 
would require an extensive search of the prior art, as such the restriction is proper for 
the reasons previously cited. 

Applicant's election with traverse of the antisense oligonucleotide species, a 20 
mer antisense oligonucleotide complementary to the 5' end of the SCD1 mRNA that 
extends 2 base pairs beyond the 5' start site of transcription in the reply filed on May 14, 
2009 is acknowledged. 

The restriction and election of species requirements are still deemed proper and 
are therefore made FINAL. 

Claims 6 and 8-1 1 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention and species, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on May 14, 2009. 

Claims 6-1 1 are pending in the application. Claims 6 and 8-1 1 will be withdrawn 
to a nonelected invention and species. Claim 7 will presently be examined to the extent 
they read on the elected subject matter of record. 

Information Disclosure Statement 

The Information Disclosure Statement filed July 28, 2008 is acknowledged. 



Application/Control Number: 10/620,404 
Art Unit: 1616 



Page 4 



Status of Claims 

Rejections not reiterated from the previous Office Action are hereby withdrawn. 
The following rejections are either reiterated or newly applied. They constitute the 
complete set of rejections presently being applied to the instant application. 

The provisional double patenting rejection of claims 1 , 8 and 9 on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claim 48 of 
copending Application No. 11/195561 is maintained . 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not 
identical, but at least one examined application claim is not patentably distinct from the 
reference claim(s) because the examined application claim is either anticipated by, or 
would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 
164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 
(CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. Effective January 
1 , 1994, a registered attorney or agent of record may sign a terminal disclaimer. A 
terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 



Claims 1, 8 and 9 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 48 of 
copending Application No. 11/195,561. Although the conflicting claims are not 
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identical, they are not patentably distinct from each other because the instant claims are 
drawn to a method of increasing insulin sensitivity in a human or non-human subject by 
inhibiting the enzymatic activity of SCD1 through administering an SCD1 inhibitor. Claim 
48 of application '561 is drawn to a method for treating diabetes and insulin resistance 
in an individual comprising the step of administering to that individual an inhibitor of an 
SCD1 protein expression or activity. Both applications are drawn to administering an 
inhibitor of SCD1 activity for the purpose of treating insulin resistance/increasing insulin 
sensitivity. Therefore the instant claims are obvious over claim 48 of '561 . 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Crooke et 
al. (US 7,132,529) in view of Monia et al. (US 6,284,538). 

Applicant's Invention 

Applicant claims a method of increasing insulin sensitivity by administering an 

agent for reducing stearoyl-CoA desaturase 1 activity to increase insulin sensitivity and 
then measuring insulin sensitivity and observing an increase in insulin sensitivity 
following a reduction in SCD1 activity. Applicant further claims the agent is an antisense 
oligonucleotide for SCD1 . 
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Determination of the scope of the content of the prior art 
(MPEP 2141.01) 

Crooke et al. teach a method of inhibiting the expression of human SCD 
comprising contacting the cells or tissues in vitro with an antisense oligonucleotide 
(claim 10). Crooke et al. further teach antisense oligonucleotides as capable of 
modulating the expression of SCD (col. 3, lines 24-39), which has been implicated in 
various diseases including diabetes (col. 2, lines 1-5). As a result of the antisense 
oligonucleotide of Crooke et al. inhibiting the expression of SCD, the antisense 
oligonucleotide inherently increases insulin sensitivity by reducing SCD protein level. 
Crooke et al. teach the antisense compounds of the present invention can be utilized for 
diagnostics, therapeutics, prophylaxis, and as research reagents and kits. For 
therapeutics, an animal, preferably a human, suspected of having a disease or disorder 
which can be treated by modulating the expression of stearoyl~CoA desaturase is 
treated by administering antisense compounds (col. 14, lines 44-56). Crooke et al. 
teach the antisense compounds of the invention are useful for research and diagnostics, 
because these compounds hybridize to nucleic acids encoding stearoyl-CoA 
desaturase, enabling sandwich and other assays to easily be constructed to exploit this 
fact (col. 14, lines 58-63). Crooke et al. teach kits using such detection means for 
detecting the level of stearoyl-CoA desaturase in a sample may also be prepared (col. 
14, lined 67-col. 15, lines 1-2). Crooke et al. teach in example 5, col. 37, lines 35-67-col. 
38, lines 1-33, the preparation of a 20-residue, phosphorothioate-linked chimeric 
oligonucleotides comprising 10-residue DNA core surrounded by 5-residue 2'-0- 
methoxyethylribosides "wings" (elected species). Crooke et al. teach in example 10 
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antisense modulation of stearoyl-CoA desaturase expression can be assayed in a 

variety of ways known in the art (col. 41, lines 51-52). Crooke et al. teach protein levels 

of stearoyl-CoA desaturase can be quantitated in a variety of ways well known in the 

art, such as immunoprecipitation, Western blot analysis (immunoblotting), ELISA or 

fluorescence-activated cell sorting (FACS) (col. 42, lines 3-6). 

Ascertainment of the difference between the prior art and the claims 
(MPEP2141.02) 

Crooke et al. do not teach the measuring of insulin sensitivity. It is for this reason 
Monia et al. is joined. 

Monia et al. teach antisense oligonucleotides, which are targeted to a nucleic 
acid encoding PTEN, and which modulate the expression of PTEN (col. 3, lines 29-31). 
Monia et al. teach in example 25, col. 50, lines 7-29, the effects of antisense inhibition of 
PTEN (ISIS 1 1 6847) on Blood Glucose Levels of db/db Mice-insulin Tolerance Test. 
Monia et al. further teach the process by which the mice were treated and insulin 
tolerance tested (lines 10-19). Monia et al. teach that these studies indicate that the 
PTEN antisense oligonucleotide is capable of increasing sensitivity to insulin 
(decreasing insulin resistance) and that treatment does not cause hypoglycemia. Monia 
et al. further teach in claim 27 a method of increasing insulin sensitivity in a diabetic 
animal comprising administering to said diabetic animal an antisense 

oligonucleotide wherein the expression of PTEN is inhibited and insulin sensitivity is 

increased (col. 72, lines 58-62). 

Finding a prima facie obviousness 
Rationale and Motivation (MPEP 2142-2143) 
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It would have been obvious to one of ordinary skill in the art at the time of 
invention to combine the teachings of the Crooke et al. and Monia et al. and provide a 
method of administering an antisense oligonucleotide to reduce stearoyl-CoA 
desaturase 1 activity to increase insulin sensitivity and measure the insulin sensitivity 
and observe an increase in insulin sensitivity because Crooke et al. teach antisense 
oligonucleotide compounds are capable of inhibiting the expression of human SCD by 
contacting the cells or tissues with an antisense oligonucleotide and that SCD has been 
implicated in various diseases including diabetes. Crooke et al. also teach that 
antisense compounds of the invention are useful for research and diagnostics, because 
these compounds hybridize to nucleic acids encoding stearoyl-CoA desaturase, 
enabling sandwich and other assays to easily be constructed to exploit this fact. Crooke 
et al. teach kits using such detection means for detecting the level of stearoyl-CoA 
desaturase in a sample may also be prepared. 

One skilled in the art at the time the invention was made would have been 
motivated to measure insulin sensitivity because Crooke et al. teach that antisense 
nucleotides that reduce stearoyl Co-A can be used as diagnostic tools. In addition, 
Monia et al. teach a method of administering an antisense oligonucleotide to increase 
insulin sensitivity in diabetic mice and a method of measuring insulin sensitivity after 
administering the antisense oligonucleotide. As Crooke et al. teach the antisense 
oligonucleotides can be used as a diagnostic tool, it would have been obvious to use 
the oligonucleotides as a diagnostic tool to measure insulin sensitivity base on the 
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reduction of SCD1 caused by the oligonucleotides using the method taught by Monia et 
al. 

Therefore, the claimed invention as a whole would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made because 
every element of the invention has been fairly suggested by the cited reference. 
Response to Arguments 

Applicant's arguments filed July 28, 2008 have been fully considered but they are 
not persuasive. Applicant argues that the Examiner has failed to appreciate that Monia 
affected translation of a gene in the insulin signaling pathway to get increased insulin 
sensitivity and that it bears little relation to Applicant's interference with SCD1 activity. In 
response to Applicant's arguments, Crooke et al. teach the antisense oligonucleotides 
that modulate SCD1 activity can be used as a diagnostic tool to measure the antisense 
modulation of SCD1 and protein levels of SCD1 . Thus, it would have been obvious to 
the skilled artisan to use the oligonucleotides as a diagnostic tool to measure insulin 
sensitivity base on the reduction of SCD1 caused by the oligonucleotides and that the 
method taught by Monia et al. could be used to measure that reduction as Crooke et al. 
teach any standard method can be used to measure antisense modulation and protein 
levels. 



None of the claims are allowed. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andriae M. Holt whose telephone number is 571-272- 
9328. The examiner can normally be reached on 7:00 am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Richter Johann can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Andriae M. Holt 
Patent Examiner 
Art Unit 1616 



/John Pak/ 

Primary Examiner, Art Unit 1616 



